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(57) Abstract 

Crystal D or E of l-hydroxy-2<imidazoIU.a>pyridin-3-yl)ethane-l,l-bis(phosphonic add) monohydrate having spedlied 
lattice spacing and relative intensity in the powder X-ray diffraction spectrum obtained by using Cu-Ka radiation and a dehydra- 
tion peak temperature of 135-149 °C or 160-170 •'C according to TG-DSC thennogravimetric analysis; and a solid pharmaceuti- 
cal preparation containing the same. The crystals are useful for producing a stable solid preparation of the above compound 
which has an excellent drug efficacy for diseases viierein increased bone resorption participates, such as osteoporosis. 



(67) 

mif^m\Z^^m7i^\£-i7lAmfJ<l 3 5-14 9^CXIil 60-170 
^C^W-rS 1 - t KP^i> - 2 - 5 ^^V^ [ 1, 2 - a] h-U 

y « 3 « ^ >- 1 , 1 - trX (7 ;*-X7 1 7KfD^ 



AT ;t-xhi;r cs * y 3 X o *r kr *weB pl jK— v^^k 

AU:t-xh7Ur CZ"fx»y3*aH KLA^yx^y PT iK;n*;ar/w 

BB -^*/W/<— KX DB U »; t -f > J. ^ > RO — ^-T 

BE DK f :^ LK X V 7 * RUnS^Tjl^ 

BF 7'/^#•^•'7 T y ESX-:>f> LU ^ -b > -//W ^ SDX — 

BGy/W55ri;T FI7^>7>K LV^h'Z-fT SEXr^r* — r> 

BJ-s^^ FR^v^'X MCt-fa SI ^ » - 7" 

BR-/75?/V GA ;5r4r> MG -s^ r >8r X * /l^ SK X d »y r * T JtftB 

BY-^^iV-i^ GB>f^UX ML-s-U W-t^/f^ 

CA A-tr GN ^^T MNt>3'/u TD-f^-K 

CP **r-7 »; **«H GR^Ux+ MR*-';^-r tg 

CG3>=r- HU'-vjfiry- MW-^*^*:?^ ua y ^ 7 ^ 

CHX^X IE T^n^^^K NE-^x-;w US *H 

CI 3-h-y.ifr — IT ^^y— fiLt9>r vz ^x^'^ x ^ y^fftim 

CN 4sa KP m»&MMmASiikmm nz ^ ^ — e^- ^ > k 



WO 94/00462 PCr/JP93/00821 

1 

INB # 

*^BJ{i, 1 - h Kd + '> - 2 - (-f ^ [1 . 2 - a] fcf U 
5 v?>- 3 --Y;!/) i:^' y- 1 , 1 - b'X (7 * X7 >K) [IsiT 

10 it^^ (I) TiC (I) •c^$n5'fk^«^-e**). 

#fflfgffi^, ©i^glfiisy ':7-75^ni:fifeSttMge^liic 

15 Tl>S (4^^¥2 - 1 3 8 2 8 S^^J^m^m o 




"OH 
P<< 



^"2C<(^0H 
OH II 0« 



(I) 



20 O 



wo 94/00462 



2 



PCr/JP93/00821 



^xnitbtLm^ Oiirm^Ctli^Oo Lot No. 49-1) liKStt 
i}<^<, mi^mmQ SHOgk^T-Vlt—BKl %^ii^mL (^3 

5 ^;wtB^©7K*5l^ -9 5^Xji|5i{ff^"< ^J' - < 

mxi>^tz o 

LotNo.T-8) SO*3 7KfPtl (mT*S^Btt>9o Lot No. 

25 T-10) tbx. itnm'^^timm^^^f^i)^ cnt>^it^•rnt>^s^ 

1 ^;i/ffi^®i^^7K^. 1 0 5'c-eid:i-'2*;u4B^©i^g7jc«-iJc 



wo 94/00462 



PCr/JP93/00821 



5 

tivtimm. mmwix^^it^m (i) K{tmmmmM(Diii(.mm 

Zh(OX$>^z f^^^^^aVi^^o ^ih\zi^i£^<^% z.tizii. C 

^ ^ tw ^ ^ i:: ® tl "Cl > ^ C <i: 5. 2 S © 9 ?a © ^ 
■r/jr^D"^. *f|B^«. it^^ (I) © 1 7Kft^©i^^DRCKigg 

20 E*^^>n^5ff«J:os!R$n^-©i^^^^l^'rst>©T'*>D. en 

e>©i®Sliii<T©t&5i5Xii^lHliff;^'^^ h>'W<i:TG-D S C©^m» 
5^#r © X - :^ I- J: T 1*^-:^ »t ti « o 



25 



wo 94/00462 



4 



PCT/JP93/00821 



(1 ) m^D 
mi 



15 



PbI ^ (A) 


m 1^ ^ m 


8.77 ± 0. 10 




6.50 ± 0.05 


// 


5.73 ± 0.03 


// 


5.48 ± 0.04 




5.21 ± 0.03 




4.86 ± 0.03 


// 


4.73 ± 0.03 




4.42 ± 0.03 




4.37 ± 0.03 




3.38 ± 0.02 




3.23 ± 0.02 




3.19 ± 0.02 





20 

b. TG-D S C©||fiMm^«fJCi:Slgfc7Ke-:J^afi*n 3 5 
— 1 4 9'CT*So 

(2) i^^E 

25 JC*>H>T, filB^ 1 OfeT^HRO^ffi^r^S^^-ro 

b. TG-D S C©l8^S«^^«fJwJ:SJBfe7Kf-:i^aS*<l 6 0 

S ® J^SHIfiJ © Jl^ * t> S fi*I t "T 5 % © T 5 o 



l<^ :^ >r y ©ig^^?^ (h t> l^x. -5 {C 5 o 

V::*ll7K<^igl. (J!^iTiSltFi^^9) ©tiJ*X jill^'r- ^ li, 

«i^^7K'e*.S d <i:*^5l^$tLy:: 4 RO?^ 5 Mt^lnEI 4 . El 5 
ROfgl 1 6#M) o 

tii^(Dm^xmmtfT^^^->mMi^t^izmMvxis f), mm 

mS'Si.ZJPm 1 6#M) o 
eifeoT. 2^^BJ© 1 TKlPifei^^DBLDfEli. 4^^©lR7K«^i^^«b 

n *^ -3 ^ ^ff L/ I ^ HE ^ © g ?B "C * 5 o 

*isiB^©^b^«^ (I) i7fcftti©if?fi^^DRCKE«. ±m(omm 

h;p©'r-:$'©ttM±. ifeS©Pl-^t^,^{c;fc^^T^i. i^Slg 



wo 94/00462 



6 



PCr/JP93/00821 



10 ©ifSa^ffil'^T J:t>o 

^mtvxnA 0-6 o^cr(DmBnmif^<i^i^iti-mx3b^o 

So 

(1) IS^D 

20 SttiU^-ri^o 

^li : 1 NiSK. 3 7-4 0<&S 

: ^ ;!7-^;l/X:$'-'5(C«l:55il^atl^ (1 1 0 r pmg 

25 KJi : 4 0-6 O'CMffi^it 



wo 94/00462 



7 



PCr/JP93/00821 



(2) m^E 

: 1 NmWt. 3 7-4 OfeS 
m.m: 4 0-6 OT^EEIfeii 

i^^m. mnm. mmm, z2^y^^>^m, m^m. mmm. "to 

25 ;l/i/«;7A, Xt^TV >S?^^^^i/'i7A. rJ^yUi?. IfiJ^tt. 
f ;i/ -b ;l/ P - X fife # ffl o ^ $ ti 5 o 
S#^i^Pa-^©J^3il"C. iIIB'!#l^¥2 - 1 3 8 2 8 8^4:^^{CfBfg 



wo 94/00462 



8 



PCr/JP93/00821 



fg IB IS ^ $ 4x 5 1> ® -e {i I ^ o 

5 m^om^-fi^^J^ 

|g| 1 1 1 5 tt-€-*l^nifeSATbME©^^i^lS 
©iRX^^ h;l/^, Ell Qlt^^YOn^XU^^T.^^ VJ\^^, 
10 1 7 7^M 1 9 li-€:n-enig^C. D, E©M3tii^^¥A^. 0 

Isl^:^^^ h-'l'*. 02 1. 2 2. 2 3 Ji-^-n-etli^SSCOTKiSS 
2lSfF5. 31^^. 5l^ra©TG-D S CICj:5.^SS^*f^ + - h 

15 

ofE©ssjt«^*fiiB'rSo 
##^J 1 

20 igSA (Lot.T-8) ©^jg^^J 

1 - t Ko^'>-2- ^yv^ [1. 2- a] 

;V) a.^ 1 . 1 - fx l:^hU^Ai^ 

2. 2 7KfD#j 2 5. 0 glc*IM7k3 0 Om 1 ^Ao;?.^^^"^:: i: 

lC.J;0?§^g<i:b/2^. 4 CCt-C^^JPL. 1 N - TKSf^fc-^ h V A 
25 7K^?£t::TpH^5. 3 9 {C^t)'ti-^o MC^^^S^iraiaU, ^aS^*^ 
8 e'ClCiibfc^ d ^Ti^ 8 Om 1 ^ 5 ^^Fb^T'MT 

SluT-«!iftB ty^o 4ff IB L/rMS^ffili b. x:$'y-;H80inl 
T'2|Hl^^^. 5 0°CT'7I^PHlMff^ii-rSC: 2 0. 6g 

©iSa*^l^o ^©9-^19. 8 7 g^fi&fP^^7K^§by2x v^y- 



wo 94/00462 



9 



PCr/JP93/00821 



[1. 2 - a] tf y i^^- 3 ~'r;l') 1 . l-t:X(7;i- 

5 2 

l^gB (Lot.T-10) (O^ii^^lJ 

1 - b Kn^^i^ - 2 - (>r $ if^l/ [ 1. 2 - a] h?U - 3 - 
\, 1 - h'X (7 >K) 1 TKfDi^S. 0 g 

^M^7K7 0ml \zmm-^'i^^\^X 1 N-7jc^^b:^ h U AtK^ 
10 ?g 2 4 m 1 ^in^^^, ^)Dll!i-r5C<i:{Ci:0^?g<i:U. 1/ 

;&5. 3 6 SC^aaJSiUyto ^?lKOSa^*<8 6»CICil 

Uy^i: d y 5ml trlMfL, ^SICT 2 srattM Ufe 

^. :^t±iby;:|g^^^iIXt^o irS'y-^l^S 0ml T2lHl^^Uys 
15 ^. 5 5TT'7^PHmff^i!S'r^C<i:{Cj;») 7. 5 5g©*g^a^'fi 

d it;:,!: ?). 1 - t Kn^ - 2 - (>r 5 :5^V [ 1 . 2 - a] If U 
v?y-3--r;P) x^>-l, (7*X7;i->S?) 1 :^ h 

U 'i; Adg37KjB]'^7. 9 8 g^&fe#i-!|^.^i L/T^i^o 
20 3 

MSG (Lot. 49-1) (OWi&m 

ffilfS®! 1 - t Kn^-> - 2 - (>r ^ rJ^y [ 1 . 2 - a] f U 5^ ^ 
-3--f;l/) x:5'y-l. 1-b':^ (^^X^^VK) 5g«-6N 

jgi?2 0ml {cjnii?§«?-r5o >iJ'y->'i/8 Om 1 ^iniftT{-*n^ 

y -;l/5 0 m 1 ■CJJfe'Po 5 0~6 O'CTMEIfciSIU, 1/2 *;l/© 
"ft^TK^W-rS 1 - k Kp + *>- 2 - (-r 5 [ 1 . 2 - a] t" 

y 3 --r^i/) x^>-i. 1-b'x (7*x7;j-yif) 



wo 94/00462 



10 



PCr/JP93/00821 



mmmi 
$gSD (Lot.H-i) ommm 




. 2HC1 



P(0H)3 

PC13 




5 



OH 



CH2CO2H 



CH2C (P03H2)2 •H2O 



i7uuK>-{fyA8 0\^gK, >r 5 ^V' [ 1 . 2 - a] f U v> V 
-3-^JV}^m. -Ig^ig3 2. SkgiM'Jy^ai. 8 k g 

10 m^. 1 I ox-cs o^mw-r^o KJt^m-^^i^iz. 8o~ioo°c 

T'H^-fb y 8 2 . 9kg**P^fc^, 1 1 O-- 1 2 CC-CSISpra 

tn- 6 Nibses 3 0 i^ua^. 2^!^uaf^smtZo Rmm^^ 

15 1 ^m^, METJ-HS-rSo ^«S<- 1 N^K 18 0 1 ^iJOX.. 

-SO'CTSI^-rSo i^ii^ffiiSU, 7K4 0 l-:>O^T> ^>'~>'U 
3 0 ITJjfe^b, SliiSlb. ffliSa2 5. 9kg«r?i5o 1 Nigg^ 
9 0 0 liCffl*g^2 2. Skg^^JDX., liaf^iyXmmi^. M^ir 
ho 1 1 0 r pmT'^^L^/a:*^^.. 3I^Fb^2 05^*>ttT 1 0 1 

20 »C*Ne)3 6. 8'*Ct-C?^i60b. $ ^ T 2 0 . 9''Ct-e?# 

i^-rSo Ji^tf^SSl/. 7K5 0 lo^^TJL:$'y-;^5 0 1 
ilfe^L, 4 5'C^JE«:iiL. 1 -k Kp4-'>- 2 - (-T ^ [ 1 . 
2 - a ] f y > - 3 - ;V) i > - 1 . 1 - t*X x 7 

l7KfDtll9. 6 k g^tfy^io ®itJR^5 0. 9%o 

25 mmm 2 

igiiE (Lot..T-4) CDmii«»J 

1 - t Kp + '>-2- i\. 2 -a] hfUi^^-S- 

;U) X:J^ 1 . 1 - fx (7 :i- >K) l7Kfn'^2 0. Og 

^ 1 N-*gK7 5 Om nc, jitjitTT^P^-lir. ^S^Jtiim^iaiw 



wo 94/00462 



11 



PCr/JP93/00821 



'c-cQ 7 f^mnmnm-r^ctK^ 10. i-tKp^v'-2- (-r 

^^'/ il. 2 - a] If U v^V - 3 -'f;!/) > - 1 . 1 - h*X 

l7KfP®H6. 3 5 g^afe©!^5l5ttM^<i: b 

-sj;:, TG- D s coHftMfi^iK^o^-f- h^Eie — 1 0 {c. 
^lilRiRx'^^ 1 1 ~ 1 5 ic. -eti-en^t-o 

10 (1) mmxmmmx^^ h;v 

: a^Ha^ R I NT- 1 4 0 0 Mt^T^X^HH^^g 

mm: 40mA :^ + +yxe-K:3. O'/min 

(2) T G - D S C CDj8lM«5^*f 

15 mm : S^SSI^ TG-DSC(TAS-IOO) Ml^^tlf^M 

M^^yxSg* : 5 Om 1 /m i n. : 1 0° /m i n. 

(3) .^^|g8RjRX^^ 

^M:B3t 2 6 0 - 5 0M 5^^^±^fitf- 
20 K B r S 

^Z::. iS^A~E©S^t#&lJftM*t<hi6y;:t>0^^3JC. ifS^ 

25 T^O. cn^O^S^-^rn^'nEi 1 7- 1 9 L/T^f o 



wo 94/00462 



12 



PCT/JP93/00821 



^3 



^ ^ 
7 ^ 

- - o 



o 
d 



-N CM 



ft 



CO — * o> 

(O o ^ 

^ ^* 00 
P3 



00 lO ^ ^ 
^ CM M 
• • • • 
^ ^ 00 00 



o eg 

CO CO 

to u> 



O — « <D 
O CD ^ 

d d u) 



M C4 es) CM 

o o o o 
^ d S G 



V 

tea 

Q -4 



I 

X 



o 



o 



s 



^ ^ 00 00 

lO CM O -0 

• • • • 

^ ^ 00 00 
CO 



GO lO ^ ^ 
t- I CM CM 



CD 



00 00 



O CO 
CO CO 

lO to 



O O) o 
o — < lO 

d CO lo 



^ O CO 

o o »^ 
d d d d 



oa CM 



o 



o 

X 



CO CO 
00 ^ 

CM eo w 

CO 



^ CO CO — 

CO o> ^ 

es} CO 00 oc) 

CO — 



M CO 
CM CM 



CO 
CO 

€4 



O CM CM 

<n to ^ 

• • • • 

^ o o o 



I 

H 

CQ CO 



CO 

o 



00 o> CO 

o ^ o to 

|J lO 

CM ^ 



ft 



in o ^ 

^ CO o 



^ to 



CO CO 



o 00 in in 
^ o o o 

d d d d 



CO 

I 

H 



o 
£ 

CM 
ct 

o" 

aT 
J" 













00 










CO 




JtV oo 


00 




d 


m CM 

















CO 


00 




o 




Oi 


CO 


CO 


00 


CO 




d 


CM 









CO o 



o> t*- o> 

00 CO ^ 
• • • 



N a> Ol (D 

« o o 
d e d o 



CO 



D|r» 

« -i^ K 

Bg Bg 

^ IS 



IK 



U X 2 CU 



m 

fjL, ^ 



lo in CO 
« . > > 

1^ o in o 



in GI ID 03 
^ I- t~ 



00 o in 



s 










M 


CO 


LO 







wo 94/00462 



13 



PCT/JP93/00821 



^4 



10 



15 



20 



25 



I 

i 















































» 








ID 






O 




o 


CM 


_ 


CD 






















CO 


o> 










CO 


to 


















SI 


m 


























o 

f— 1 


CD 
CD 






ID 






s 




CO 


ID 




CO 


00 


ID 




00 


o> 




o 
















oc 


lO 




in 


CM 


DO 






CO 


CO 


CM 


CM 
















If 


GO 


CD 


to 


ID 


ID 










CO 


CO 


CO 


























































LO 


^• 




O 










ID 


o 


CD 


CO 


















CO 


ID 


CO 






00 


00 


ID 


<^ 


00 


00 


CO 












Q 






























H 


CM 














o 


CD 




to 


09 






O 


to 


oo 


CM 


00 
















i 












00 






oo 


CO 


CM 


r~< 


















• 

00 


CO 


• 

ID 


• 

ID 


to 










• 

00 


00 


CO 






















































JUL 








































«1 


CD 


lA 


00 


O 


to 




00 


CO 


00 


o 


o 
















n 

SI 


ft 
no 
VP 


CD 


CD 


o> 


ID 






ID 






o 


CO 


CO 


00 


•v 






CO 


O 


< 






























i 
















o 


CO 




CM 




CM 




o 


00 


















s 

E 
If 
« 


CO 


oc> 


h- 


rH 




CO 




o 


oo 


lO 


CO 


















00 


CD 


ID 


CD 




^ 






oo 


CO 


CO 


CO 






1 
1 

!U 










to 








































» 


U3 




CM 






00 






o 


o 






















M 


eg 


1^ 


CD 




CM 


•-4 






o 


CM 










































e» 




00 


CO 


CM 






Q 


























•R3 




CO 


ID 








< 












































CM 


O 


ID 


o 




o 


00 






ID 


















o 


M 


ID 


ID 


o> 


Oi 


CO 


CO 


CO 


CM 


CM 


*— « 
















s 


CO 


a 


CD 


CD 














CO 


CO 
















ff 


*^ 






































« 


















































































0> 




00 


r- 


O 






h- 


1—1 


o 


to 




















•HI 






co 




N 








o 














































CD 


CO 


o 






< 


BI 


5 




























CD 


CO 












CD 


CD 


to 




CD 








^3 


00 


lO 












BI 






s 


o 


ID 




ID 


O 


00 




00 


ID 


CO 




o 


















CO 






CD 


CD 


ID 










od 


CO 










































































































































































J. 




[°I 




























DSC 


1 






<\ 

K 
& 
































i 






& 


IK 




























a 




Si 




aft 
16 

., 



wo 94/00462 



14 



PCr/JP93/00821 



^5 ll^-ri*JOTfeSo 



5. ii&^mmt^Mmm 



10 



15 



20 



i^i-mm (A) 


« ^ ^ E 


8.64 


30 


7.66 


18 


6.25 


15 


5.99 


100 


4.66 


38 


4.29 


13 


4.16 


75 


4.02 


37 


3.57 


23 


3.49 


43 


3.39 


17 


3.29 


34 



25 



wo 94/00462 



15 



PCr/JP93/00821 



10 



mmm3 

^t^m (I) ©ifeSD4 0 g. ^*|3 3 6. 8 g. n-yXrJ^- 
f-8 4 g^&l^-JCS^'rSo dOii-^i^lC 1 0 %h Kn + i/:/o f 
;H?;Un~7.7K^?^ 1 4 4 g ^Di^ UTitm b. ^il^^ii L^;:* 
^i^^>n^it^tl^-XxT >gf-7^*^.>''i;A4. 8 g^Ua^X^- 
Izm^L. Z.(Om^m=^l. 0m/m8. 4 R0Q^^P^ffli,^-CJT^t 
L. -fk^'g? (I) 10. Omg^^Wf -S^S^M 2 0. Omg(Z) 

^m^4., 0 0 o^^^ife« 



^m^(0\t'^m (I) l7KlQ^i|gSD&CfE©Wffltt{4iilTOll 
Ulit^jl 

(1) • 

i^S E (Lot No. T-4) JKfc* tf - ^ : 1 6 6 
ig^D (Lot No.H-1) IKTKbr-^ : 1 4 S^C 

(2) un-:fsm 

(3) 

1) ^7k« 

25 1 0 Omg^iit^|o»«3. TK^M^k^g^fflt^T. 

1 6 0 'C. M^glt« 200ml /minTlO ^PbIJqI^ 

OTK^^^kSMVA- 0 SMRUfKF- 0 SMSIftTK^ 
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2) HPLCffiSIW^^ 

1 0 /z 1 ^^AbTSfJ^Lifco 

5 ^^mii : ^niR^t^Stf (aO^^fe:^ : 2 2 6 nm) 

:^5A:rtSil^4. 6 mm. 1 5 c m® :^ l^X© 

■rz (Develosil 0DS-5^ffl l^^t) o 

0 IM^nU :/S^:^ h U-^AIHU >K**DX.TpH7. 

6 i Lfzmt / ^ J -j^yomm o 5 : 5) 

15 Sg{4g*i!{LC- 9 A^ffl(,^. ■r-iS'4!!l3illd:S^mCR4 AX 
3) 

^b^i^ (I) (o^^^mms omg^mmKMo. n/ 

1 0 7K®'^l::^ h u A^g 3 m 1 RO*7K^*ra;t T^*^ 
20 iESitC 5 Om 1 ii-r-So C ©?fi[ 1 m 1 ^.iESitca «9 . 7k 

'^iM^XJEm:: 10ml S. ClOiK 1 m 1 ^riElUC 
fi 0 . 1 m I ^iM^ftf^. ^mm^m^X 2 0ml 

i^mm\zmir!Bit^m (I) ©tf-^®^OJtATRUf 

A S ^^)6^o 

it^m (I) ©* (mg) =U^^a<om (mg) XAT/AS 
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p^mmmi^. i/y/p'>>7X?if?^ ( 1 -*2 0 0 0) 
«^tijs : mi^^^iftmtf m^mMi 2 2 e nm) 

Ajir^ (Develosil 0DS-5^ffl^<^^) o 

0 IMtfP y i/S?:^ h 'J'^AJCU >®f*i)n;?.TpH7. 
10 6 <>: Lfc^Sih^ iJ' y -^KOM^g (9 5 : 5) 
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(4) i^^ 
5 a6 t>ti^«i:*^o:to 



^6. t^BE (Lot. T - 4) 



10 



15 







">s -«L« ga. 

^ TK M 


H P 


L C 










5.42% 


99.22% 








5.34 


99.25 


101.4% 






5.47 


99.28 


100.4 






5.39 


99.20 


98.8 


40*C, 75XRH 




5.41 


99.21 


99.1 


60 °c. fgpg 




5.32 


99.25 


100.3 






5.24 


98.74 


97.3 



20 

25 *^^^^fel^JCia^^kL/, H P L C±-Ct)"r*M!:5^j5?tl*^ 

:^ til $ n ^ ^ T o ^ o 
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m7 . (L o t . H- 1 ) 



10 



15 



20 



25 



mm 


^ ^ ^ W 




^7XS 


H P L C 






4'C 


^ m 


1 

2 

3 


// 
// 


5.58X 

5.61 

5.59 


99.78 
99.72 


mm 


RT 


mm 


1 
2 

3 


// 
// 


5.50 
5.60 
5.65 


99.91 
99.83 
99.73 


101.1 
99.7 


75% RH 


1 
2 

3 


// 

// 


5.46 
5.55 
5.63 


on OA 
99.94 

99.76 

99.72 


99.4 

100.8 
99.8 


40 "C 


mm 


1 
2 

3 


// 

// 


5.64 
5.59 
5.50 


99.93 
99.74 
99.78 


100.4 
101.5 
100.1 


75% RH 


1 
2 

3 


// 
// 


5.65 
5.44 
5.36 


99.91 
99.75 
99.82 


98.0 
102.7 
100.3 


50 'C 


mm 


1 
2 
3 


// 
// 


5.55 
5.54 
5.56 


99.94 
99.74 
99.74 


99.2 
101.1 
99.3 




1 
2 
3 


// 
// 


5.63 
5.63 
5.54 


OO O 1 

99.74 
99.69 


O O A 

100.7 
100.5 


60 °C 


m m 


1 
2 
3 


// 
// 


5.46 
5.68 
o.oU 


99 90 
99.78 
99.75 


100 3 
101.6 
100.3 




1 
2 
3 


// 
// 


5.48 
5.64 
5.58 


99.90 
99.75 
99.73 


99.0 
101.5 
100.7 


B * 


1 
2 
3 


// 
// 


5.52 
5.30 
5.23 


99.68 
99.15 
98.80 


99.3 
99.2 
96.8 
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8. lOmgM'^mo^Mn 



20 



^ ^ ^ w 


At JeR 


(%) 


(Kg) 






© it iSPJ 


100.0 


5.3 




.5' mm 

40' 75%RH mWL 

50' m 

% lOOOLux 




100.0 
99.9 
100.1 
100.3 


5.0 
3.4 
5.1 
5.6 


3t^ 


40° 75%RH WiWi 

50° m 

it lOOOLux 




100.0 
100.0 
100.5 
99.8 


5.8 
4.4 
6.2 
6.9 




5° mm 

40° 75%RH TO 

50° F^iJc 

^ lOOOLux 




100.8 
100.9 
101.2 
99.8 


4.4 
3.1 
5.7 
5.4 



25 JSaC (Lot No.49-1) ^m^^fz^ 

*g^C*5ll 0 Omg^t 0. tK 1 Om 1 **niLT:^^~^-± 

vmwv. (2, 3. 5Rofi 5i^F^) i^mf^mm (35: 
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n (El 2 0 . mmm^m m 2 1 #m) -c 1 3 9 'cj;:^ 

5 ^t. n^xmmtfT^<^->it. M^D (LotNo.H-l) <h-SfrSc): 

oizt£y) m2o^m) . mmm^m m2 2. 2 3#ri) -cjiis? 

^9 7KMSJ|^IIT®iPS^C©^^tt 













139.7 °C, 0.75% 






137.2 "C, 5.36 % 






141 "C, 5.21 % 






143.8 "C. 4.87 % 



20 B.±<Dm^i)^i^^^Mi^i3>um^. vtM<^^ommc\t^(D^m.^ 
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7J\ tZ. o 
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m ^ o m m 
V [I. 2 - a] h*y i^y - 3 --f > - 1 . 1 - e:^ 

(1) i^SD : 

{;:*Jl>T. l^TfmWmM^miUmiVhf!). TG-DSC 
10 ©i\fi»5^#flCJ:Sl!Ji7Kf-:^iag*U 3 5 - l 4 9 "C^S- 

mi 



15 



25 



IS ^ Fb^ H (A) 


ffi ^ s 


8.77 ±0.10 




6.50 ± 0.05 


// 


5.73 ± 0.03 


// 


5.48 ± 0.04 




5.2 1 ± 0.03 




4.86 ± 0.03 


// 


4.73 ±0.03 




4.42 ± 0.03 




4.37 ± 0.03 




3.38 ± 0.02 




3.23 ± 0.02 




3.19 ± 0.02 
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(2) igSE : 

fcH>T. mB^i(oi^=f-^M:sLV^mM^m'S:mu tg-dsc 

0ivm«3^*fr{wck'5J8fc7Kt°-:?SS*^l 6 0-17 O'C^W 

5 

2. it*^ lieilOl - t Kd4^>'-2- (>f ^ [1, 2- a] 
fc'U 3 -'f V- 1 , 1 - t'X (7 ;J-X'7 VK) 

3. ItJ^lI 1 fe«g© 1 -b Fn4-i/-2- (-Y ^ :/V^ [1. 2 -a] 
10 t'U 3 --T^W) i^- 1 . 1 - fx ("7 * 

1 7KfQ^<^i@SEo 

4. lt*:^lE«© 1 - t KD^i/- 2 - ('f ^ [1 . 2 - a] 

5. 1 - t Ko^i^ - 2 - (>f 5 rJ^V^ [ 1. 2 - a] tf U i^^- 3 

1 , 1-t'x (7*:^7*yg?) 1 7Kfa«^® 
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M 6 
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7/2 1 

m 7 
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@ 8 
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0 10 
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0 13 
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m 14 
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L o t . """H - T 2 'W O W 
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